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Who We Are

The University of Arkansas for Medical Sciences (UAMS)
is part of the University of Arkansas system

The flagship campus (Univ. of Arkansas) is located in the Northwest corner of
the state

UAMS is located in Little Rock which is in the center of the state and also home
of the state capitol.

UAMS is the sole medical school for the Arkansas

The UAMS campus is a health sciences campus with six Colleges: Medicine,
Pharmacy, Nursing, Public Health, Health Related Professions, and Graduate
Studies. Interwoven into the Colleges are six Institutes: Cancer, Aging,
Psychiatry, Myeloma, Eye, and Spine & Neurosciences.

Who We Are

The University of Arkansas for Medical Sciences (UAMS)

UAMS recently established a satellite medical school, and also operates 8 Area
Health Education Centers (AHECs) and 6 satellite Aging Clinics dispersed
throughout the state.

On 07/14/2009 UAMS was awarded a nearly $20 million NIH CTSA grant,
based upon its strength in telemedicine and community programs, amongst
other initiatives.



Who We Are

= The Winthrop P. Rockefeller Cancer Institute at UAMS

— The Rockefeller Cancer Institute opened in 1989 as the Arkansas Cancer
Research Center. In 2004 it was proclaimed as the official cancer institute
for the state of Arkansas by then Governor Mike Huckabee.

— The Cancer Institute’s first tower, named in honor of Willard & Pat Walker,
was constructed in 2 stages and was fully complete in 1994. It included both
outpatient clinical space as well as clinical and bench research space.

— By 2004, it was decided that an expansion tower would be needed.

Who We Are

= The Winthrop P. Rockefeller Cancer Institute at UAMS

— 1In 2007, ground was broken for building a 12-story 350,000 sq ft expansion
tower, which is twice the size of the Walker Tower. The new tower adjoins
the Walker Tower such that the two towers will work as one. The first phase
was completed in the summer of 2010.

— Also in 2007, the Cancer Institute adopted the name Winthrop P.
Rockefeller. Winthrop Rockefeller was one of John D. Rockefeller, Jr.’s five
sons and served as Arkansas Governor from1967-1971 before succumbing
to pancreatic cancer. Winthrop P. Rockefeller was Winthrop’s only child and
served as Lieutenant Governor of Arkansas for 10 years before dying of a
blood cancer in 2006.

Who We Are




= Some of the strengths of the Rockefeller Cancer Institute at UAMS include:
molecular epidemiology, cancer control, disparities, bone metastases, multiple
myeloma, immunotherapy, behavioral oncology, radiation injury and radiation
biology, and laser detection of circulating tumor cells.

Who We Are
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Vision

= System that would facilitate
— Recruitment
— Registration
— Trial management (therapeutic and other)
= Regulatory

= Data
— Adverse events
= Tissue

» Biologic information
= Billing



Vision

» Integrated
— Allow the maximal use of data
— Connect clinical information to biologic data
= Expandable
— Unite Area Health Education Centers
— Community research
» Flexible
— Epidemiologic, therapeutic, translational
= Affordable for our rural partners

caBIG®Tools:
Solutions for Translational Research

= At the beginning
— No central support
— Each researcher built their own
— Problems escalated

= Back-up

= Security

= Began with ARIA for IRB support

Clinical Trials Management Dashboard

Crimson

ARIA

caBIG® Cancer Central Clinical Participant Registry (C3PR)
caBIG® Patient Study Calendar

OpenClinica

Trial Search

Event Tracker

UAMS Single Sign-On



U AMS Signinto

o Clinical Trials Management
Username
Password

= Single sign-on
» Future enhancement to provide secure access by outside users
= Domain Username and Password

UAMS Dashboard

IAIVIS ' Clinical Trials Management T

= Rl

Terms of Use

‘Wielcome to our site. Ve maintain this web site as a service to our members. By using our site, you are agreeing to comply with and be bound by the following terms of use. Please reviews the following terms carefully. If you do
not agree to these terms, you should net uss this site.

1. Acceptance of Aareement
“ou agree to the terms and conditions outlined in this Terms of Use Agreement ¢*Agreement") with respect to our site (the *Site"). This Agreemert constitutes the entire and only agreement between us and you, and
supersedes sl prior or contemporan=ous sgresments, representations, warrarties and understandings with respect to the Site, the content, procucts or services provided by or through the Site, and the subiect matter of
this Agreemert. This Agreement may be amended st any time by us from time to time without specific natice to you. The lstest Agreement will be posted on the Site, and you should review this Agreement prior to using the
site.

2. Conyright.
The content, organization, graphics, design, compilstion, magnetic translation, digital conversion and other matters related to the Site are protected under applicable copyrights, trademarks and other propristary tincluding but
not limited to intellectusl property) rishts. The copying, redistribution, use or publicstion by you of any such matters or any part of the Site, sxcent as alovwed by Section 4, is strictly prohibited. You do not acquire ovwnership
rights to any content, document ar other materials viewed through the Site. The posting of information or materisls on the Site does not constitute & waiver of any right in such information and materials

3. Service Marks
Froducts and names mentioned on the Site may be trademarks of their respective owners.

4. Limited Right to Use
The vigwing, printing or dovwnlosding of any cortent, graphic, form or document from the Site grants you only & limited, nonexclusive license for use solely by you Tor your ovwn personal use and not for republication,
dlistribution, assignment, sublicense, sale, preparation of derivative works or other Use. N part of any contert, farm or document may ke reproduced in any torm o incorparated into any nformation retrieval system,
electronic or mechanical, other than for your personal use (but not for resale or redistribution)

5
Wi reserve the tight in aur sole discretion to edit or delete any documents, Information or other content appearing on the Ste

6.
You agres to indemnity, defend and hold us and our partners, attorneys, staff, advertisers, product and service providers, and affilistes (collectively, "Affiisted Parties") harmless from any liabiity, loss, clsim and expense,
Incluging reasonable sttormey's fees, related to your vislation of this Agreement or use of the Ste.

B Hontransferal
Your right to use the Site is not transferable. Any passvord or right given to you to obtain information or documents is ot transterable

s

THE INFORMATION FROM OR THROUGH THE SITE ARE PROVIDED "&5-I1S," "AS AVAILABLE " AND ALL WARRANTIES, EXPRESS OR IMPLIED, ARE DISCLAIMED (INCLUDING BUT NOT LIMITED TO THE DISCLAIMER OF ARY
IMPLIED WARRANTIES OF MERCHANTABILITY AND FITMESS FOR & PARTICULAR PURPOSE). THE INFORMATICN AND SERVICES MAY CONTAIN BUGS, ERRORS, PROBLEMS OR OTHER LIMITATIONS. WE AND OUR
AFFILIATED PARTIES HAVE NO LIABILITY WHATSOEVER FOR YOUR USE OF &NY INFORMATION OR SERVICE. IN PARTICULAR, BUT NOT &S A LIMITATION THEREOF, WWE SND OUR AFFILIATED PARTIES ARE MOT LIZBLE




Regulatory Applications

= Crimson: Budget building tool
= Aria: IRB management
= Event Tracker: Tracks the life of the protocol and sends reminders to staff

UAMS ARIA, CRIMSON, Contracts
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UAMS Event Tracker (ET)

UAMS | Clinical Trials Management

ARIA et

ET

CIPR E Op

EVENT TRACKER FOR REGULATORY SUBMISSIONS
UNIVERSITY OF ARKANSAS FOR MEDICAL SCIENCES

Welcome Umit Topaloglu!

Search by | IRB #

=] ror |

IRB# 99o075: "4 Preliminary Study Utilizing a Flexible Endoscope for Pelvie Culdoscopy”

Dates Events Disease Site / Subsite
Dates

Original Submission 02/22/2008

i IRB Approval D6/10/2008
ARIA / CRIMSON

Initial Commiittee Approvals

PRMC

Sent
Approved
Biosafety Committee
Sent
Approved
Radiation Safety Committee

Sent
Approved

CRDM Specific

Study Management Tools

= Trial Search
= caBIG® C3PR

» caBIG® Patient Study Calendar

=  OpenClinica

* caBIG®caAERS
= Labviewer

= LimeSurvey

CRIMSON Approval 02/21/2008
CRIMSON Submission 01/22/2008
Last Continuing Review 04/27/2009
Next Continuing Review 04/27/2010

Related Details

Initiation

Activation
(Open ta enrall)
Temporary Closure

Closed ta
Enraliment

Sawe date changes



UAMS TrialSearch

Welcome Gadl Douglas!

UAMS | Clinical Trials Management

2= ET TristSaarch

O/AWINY TrialSearch  seor 3 .

Browse trials by Disease | Investigator | Treatment | Sponsor | Cancer Specific Welcome douglasgailh {Admin) |
Logout
Choose a disease site / subsite
Adolescent Health (2 studies)
Aging (3 studies)
Bacterial and Fungal Diseases (1 studies)
Bacterial and Fungal Diseases >> Blastomycosis (1 studies)
Behaviors and Mental Disorders >> Amphelamine-Related Dizorders (3 studies)
Behaviors and Mental Disorders >> Cocaine-Related Disorders (1 studies)
Behaviors and Mental Disorders >> Manjuana Abuse (1 studies)
Behaviors and Mental Disorders »> Substance-Related Disorders (3 studies)
Biobehavioral Health (9 studies)

Bioterrorism (1 studies)

Blood and Lymph Conditions >> Ansmia, Neonatal (1 studies)

Blood and Lymph Conditions >> Blgod Coagulation Disorders. Inherited (1 studies)
Blood and Lymph Conditions >> Vascular Hemostatic Disorders (1 studies)
Cancers and other Neoplasms >> Adenocarcinoma (1 studies)

Cancers and other Neoplasms >> Bladder Neoplasms (1 studies)

Cancers and other Neoplasms >> Bone Neoplasms (4 studies)

Cancers and other Neoplasms >> Brain Neoplasms (1 studies)
Cancers and other Neoplasms >> Breast Naoplasms (5 studies)

Cancers and other Neoplasms >> Carcingma (2 studies)

Cancers and other Neoplasms >> Carcinoma. Lobular (1 studies)
Cancers and other Neoplasms >> Carcinoma Renal Cell {1 studies)
Cancers and other Neoplasms >> Carcinoma, Small Cell (1 studies)
Cancers and other Neoplasms >> Carcinema. Squamous Cell (1 studies)
Cancers and other Neoplasms >> trointestingl Neaplasms (1 studies)
Cancers and other Neoplasms >> Head and Neck Neoplasms (2 studies)
Cancers and other Neoplasms >> Lung Neoplasms {1 studies)
Cancers and other Neoplasms >> Lymphatic Vessel Tumors (1 studies)
Cancers and other Neoplasms >> Melanoma (5 studies)
Cancers and other Neoplasms >> Multipla Mysloma (16 studies)




caBIG® Cancer Central Clinical Participant Registry

Welcome Matt Baker | Admin

Perso
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C3PR: Importing a Subject

Welcome Matt Baker | Admin Dashboard

CANCER CENTRAL CLINICAL . : [ : r N :
DARTICIPANT REGISTRY. Registration | Studies ) niza . Administration Advanced Search

z Investigator . : '@} Organization

Create Subject

Search

Instructions To search for a Subject, first select a Last Name, First Name or Identifier, enter the Search Criteria (e.g. Subject last
name), and then click Search. Leave the Search Criteria field blank to search for all subjects.

Search by | Last Name % |

Search criteria |

UAMS Patient Search
Search by MRN [12345 |




C3PR: Importing a Subject (search)

UAMS 104/ LG Already in CIPR
p™ L W Copy to CSPR

Choose a patient to copy to C3PR, b7 BET N Copy to C3PR
or search for another patient below. ®
b TR0 M Copy to C3PR
MRN -Sean:h
O/t 190§ Copy to C3PR




C3PR: Subject is Imported

Subject Summary

Basic Details

First name -
Last name

Middle name

Maiden name

Soclal security number

Gender Female

Birth date 1048 1 oW

Ethnicity Unknown

Race(s) Black or african american
Address

Street address L

City

State

Country

Zip

Contact Information

Email Phone

Identifiers

Fax

Organization Assigned Identifiers

‘Assigning authority Identifier type

UAMS MRMN

Identifier
00 TRNOa



C3PR

Currently 143 protocols loaded
1507 subjects registered
Accomplished over 3 months
3 regulatory specialists

2 CRA’s

Interaction of Tools

Trial
Search

» Scientific
Budget * Review
Contract IRB * Biosafety,

etc.




caBIG® Patient Study Calendar

UAMS | Clinical Trials Management

D d AR CRIMSON C3PR Study Calendar

psCalendar

Tasks: Subject Coordinater  Study Coordinator  Site Coordinator  Study Admin

Dashboa

Welcome, douglasgailh

Past-due actvities

Hans Douglas has 3 past-due actwities. Earliest is from 03/04/2009 ]

Current activities

Activities for the next |7 days

Filter by activity type: ™ Disease Measure [ Intervention [ Lab Test [ Procedure [ Other

No scheduled or conditional events for the next 7 days in the selected categories.

Available studies

Test_01-27_Victoria + ]




Current Project

Interface UAMS CRIMSON Study/Budget to PSC
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Web Services

caXchange (ESB)

i caGrid I

Crimson/PSC

Protocol activities specified by CPT code in Crimson
Not useful for clinical calendars

= “Translate” into Snomed

» Maintain tie to CPT code and charge type

= See calendar in EMR with Snomed designation

= Interface to orders and billing to allow ordering of studies with correct account
number



Interaction of Tools

Billing

1)



LabViewer (in progress)
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Tasks: Search lab activities

Lab Activilics - Search Hesulls

Add NewLabRosuls |
Ao he aebent o CRAERE
o I Pasient id. Date | Time: Lab Test a Lower Limit Upper Limit Sent 1o COMS Sert 10 CAARS.
[ |setetes 4Tea 138 BN (.1} ne

LT} =0

] focenen Aecs 1228 M BuK

] [o0-0e-00-0 AWt 1528 M BN as zne
1o e

e
e
ne
[ [eose0e0 ] Bl
01 losoo-000 ] Bl PLASUA | - ue e

Cancel | [_LoadlabsiocarERs | [ LoadlabsteCOMS | [ SavelobswCSV |

{18388
FIE(FIE|E
P\E[FIE|E

= Written a program which utilizes the lab loader and LabViewer persistence
modules in LabViewer which allows a manual parsing and insertion of HL7 v3
files into CTODS



OpenClinica

UAMS | Clinical Trials Management

OpenCinica

Mlerts & Messages

Instructions

Translational Components

= caBIG® caTissue Suite
= caBIG® caArray
= LimeSurvey



Biospecimen Implementation -caTissue Suite
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caTIES

= We have

o Written an application that reformats our HL7 messages to be compatible
with the caTIES
o run 2,000 path reports
= We are currently

o Implemented a workflow that inserts de-identified path reports from caTIES
to caTissue

Tissue Procurement Facility




Tissue Procurement Facility

Quotes:

— The “Help” tab has been great! It is user friendly and they assist us quickly if
needed

— caTIES pulls the pathology report and de-identifies it instantaneously

— caTissue had problems initially attaching case with multiple organ
specimens but IT was able to correct this.

caBIG® caArray

Using File System for storing an experiment and array design files rather than
database (Due to cost of storage)

Developed an auto import (Upload) all the Terabytes of experiment files and
store the meta data into database for later retrieval

Eliminating the browser dependency in file uploading

Eliminating the burden of individually uploading of files

Techniques for Progress

Must keep the goal in mind

0 Must understand long term pay off
Good communication

o Face to face, frequent meetings

0 Access to the development team: “Help
Rewards for extra effort

o Carefully designed incentives

Specific Research Initiatives

Psychiatric Research Institue
— 2 pilot studies

C3PR (modified)
OpenClinica

Spit For the Cure®

— LimeSurvey

— caTissue



Specific Research Initiatives

= Myeloma Institute for Research and Treatment
— cafTissue
— caArray
= Stand alone client of uploading from Affimetrix
— Developing:
= caAERS with CTCAE version 4
» proCTCAE for patient reporting

Initiatives

= National Children’s Study
— C3PR
— OpenClinica
- PSC
— cafTissue
— LimeSurvey

Initiatives

= Expand to offer participation
— Private practice partners
— Community research partners
— AHECS

People Who Did The Work

= Cancer Institute

o Peter Emanuel, M.D.

o Thomas Kieber-Emmons, Ph.D

o Shirley Gray, M.S.

= CCTO: Sandy Annis, Adam Hicks

= Research Support Center

o Tom Wells, M.D., Julia Washam, R.N.
= Bioinformatics

o William Hogan, M.D.



People Who Did The Work

= |T Development Team
— Cheryl Lane
— Umit Topaloglu, Ph.D.
— Deniz Yayla, M.S.
— Zhidan Feng
— Rinku Saha, M.S.
— Matt Baker
— Jiang Bian, M.S.
— Sree Konduri
— Dan Sobkaviak

Healing Garden




